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single-use respirators, shall be con-
structed of materials which will with-
stand repeated disinfection as rec-
ommended by the applicant in his in-
structions for use of the device. 

§ 84.62 Component parts; minimum re-
quirements. 

(a) The component parts of each res-
pirator shall be: 

(1) Designed, constructed, and fitted 
to insure against creation of any haz-
ard to the wearer; 

(2) Assembled to permit easy access 
for inspection and repair of functional 
parts; and 

(3) Assembled to permit easy access 
to parts which require periodic clean-
ing and disinfecting. 

(b) Replacement parts shall be de-
signed and constructed to permit easy 
installation and to maintain the effec-
tiveness of the respirator. 

§ 84.63 Test requirements; general. 
(a) Each respirator and respirator 

component shall when tested by the ap-
plicant and by the Institute, and meet 
the applicable requirements set forth 
in subparts H through O of this part. 

(b) Where a combination respirator is 
assembled from two or more types of 
respirators, as described in this part, 
each of the individual respirator types 
which have been combined shall, as ap-
plicable, meet the minimum require-
ments for such respirators set forth in 
subparts H through O of this part, and 
such combination respirators, except 
as specified in § 84.70(b)(2), will be clas-
sified by the type of respirator in the 
combination which provides the least 
protection to the user. 

(c) In addition to the minimum re-
quirements set forth in subparts H 
through O of this part, the Institute re-
serves the right to require, as a further 
condition of approval, any additional 
requirements deemed necessary to es-
tablish the quality, effectiveness, and 
safety of any respirator used as protec-
tion against hazardous atmospheres. 

(d) Where it is determined after re-
ceipt of an application that additional 
requirements will be required for ap-
proval, the Institute will notify the ap-
plicant in writing of these additional 
requirements, and necessary examina-
tions, inspections, or tests, stating 

generally the reasons for such require-
ments, examinations, inspections, or 
tests. 

[60 FR 30355, June 8, 1995, as amended at 77 
FR 14192, Mar. 8, 2012; 85 FR 20607, Apr. 14, 
2020] 

§ 84.64 Pretesting by applicant; ap-
proval of test methods. 

(a) Prior to making or filing any ap-
plication for approval or modification 
of approval, the applicant shall con-
duct, or cause to be conducted, exami-
nations, inspections, and tests of res-
pirator performance which are equal to 
or exceed the severity of those pre-
scribed in this part. 

(b) With the application, the appli-
cant shall provide a statement to the 
Institute showing the types and results 
of the examinations, inspections, and 
tests required under paragraph (a) of 
this section and state that the res-
pirator meets the minimum require-
ments of subparts H through O of this 
part, as applicable. Complete examina-
tion, inspection, and test data shall be 
retained on file by the applicant and be 
submitted, upon request, to the Insti-
tute. 

(c) The Institute may, upon written 
request by the applicant, provide draw-
ings and descriptions of its test equip-
ment and otherwise assist the appli-
cant in establishing a test laboratory 
or securing the services of a testing 
agency. 

(d) No approval will be issued until 
the Institute has validated the appli-
cant’s test results. 

[60 FR 30355, June 8, 1995, as amended at 77 
FR 14193, Mar. 8, 2012; 85 FR 20607, Apr. 14, 
2020] 

§ 84.65 Conduct of examinations, in-
spections, and tests by the Institute; 
assistance by applicant; observers; 
recorded data; public demonstra-
tions. 

(a) All examinations, inspections, 
and tests conducted pursuant to sub-
parts H through O of this part will be 
under the sole direction and control of 
the Institute. 

(b) The Institute may, as a condition 
of approval, require the assistance of 
the applicant or agents of the applicant 
during the assembly, disassembly, or 
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